
DEPARTMENT OF HEALTH AND HUMAN SERVICES FROM 21 CFR 1040.11(e) FOR A 
Food and Lkug Administration 

applicatbn in accordance with 21 CFR 1010.4. 

I. Chsch all appticebls boxes and type or print the 
requested information. 

2. Submit an original and four (4) copies. 
I. NAME OF COMPANY 

XEFXProductions 

LASER LIGHT SHOW, DtSPLAY, 
OR DEVtCE 

: 
’ 

fNSTlWCTlONS 
3. Mail your appliition tothe Dockets Management Branch (HFA-305)‘ Food and 

Drug Administratfon, Rm 1051,5630 Fishers Lsns, Rochvtfie, MD 20852. 
4. Enter docket number if ssstgned. 

1. ADDRESS OF COMPANY (lnckie ZIP Coda)(ff P.O. Box is usad, includa a&al street addrass also.) 

2905 Swan Highway #I3 Bigfork, MT 59911 
i. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (lrr&ds at%+ cods) 5. DATE OF SUt3MlSSlON 

Justin Wagner Owner (408) 751-7355 11107/2004 

3. THE APPLICANT REQUESTS THE VARlANCE TO BE IN EFFECT FOR A  PERIOD OF 2 YEARS FROM THE DATE OF ISSUE. (In 
the Agency will appfwa 8 variance for on& tw years If a kmgsr padod Is taqusstsd, a jr&i&on must be aftached as 

PRODUCT DESCRlPt lON AND USE 
:: LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S) 

LEXEL 85 Argon ION laser Laser Light Show Galvo 
3. PRODUCT FOR WHICH A  VARlANCE IS REQUESTED 

q A laser display device 
q A projector for a laser light show 
B  A  laser Itght show 

0 Other N=W 
:. q PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 

OTHER LASER LIGHT SHOW PRODUCERS 

1. PRODUCT Is INTENDED FOR USE IN A  
01 Planetarium or other dome projection structure 
@1 Theater 
a HoteVmotel ballroom or mesting room 
0 Store displays 
q Trade show or convention 
q Discotheque or night dub 
cl Pavili i 
q Indoor arena 
i roar arena 

seum 
Q Outdoor unenclosed area 
q mr (SpeoifLI Outdoor and Indoor arenas, aswell 89 night Clui 

3. PRODUCT IS INTENDED TO BE USED 
Q At only one (Fixed) location 
Q At a variety of (Tbur) locations 
a Other @p&fy) bVhWf~ Show iS booked, hexed looat)anS 

3. 
LASER MEDIUM (Ar, He-Ne, etc.) 

LASER RADL 
WAVE LEI 

I 

: PRODUCT IS tNTENDED TO 8E USED AT ANY ONE LOCATlON 
q Morethan 15day.s 
Q More than 5 but not more than 15 days 
q Lessthan5days 

1, TOUR IS INTENDED TO RUN FOR 
[ zz;z months 

- 
a Less than one month 
q Not applicable @Iof a tour) 
U Other GwcW) 

1. PRODUCT UTLIZES THE FOLLOWING LASER EFFECTS 
f3 Fmnt screen pro&ctions 
q Rear screen projections 
a Holographic displays 
@  Multiple refisctionjdfffraetion effeots 
cf Audlencs scanning (A/so inciudes scanning any accassible 

ls?comoned araas) 
83 Ref&tions from stationary minors or mirrored 

surfaces (Ream Matrices) 
&  Stationary Irradiation of rotating mirror balls, etc. 
a Scanning irradiation of rotating mirror balls, etc. 
f3 Fiber optic projectii 
0 Fog, smoke, or other scatteting enhancement effects 
0 otherfS~ 

ION LEVELS 
THS (nm) t PEAK POWER (wafts) 

Argon ION 488 nm 1 watt 

3. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATrON AND RATE AND SCANNING FREQUENCY AND AMPLITUDE 

10. REASON FOR REQUESTING VARIANCE 
@  Compliance with the limits of 21 CFR 1040.1 l(c) would rest&t the intended use of the product becausa compliance would 

limit the output power to the extent that ths desired affects would not be sufflcfently visible 

Q Other or addiinai expianation (SpecHy) 
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II. MANNER IN WHICH IT IS PROPOSED TO DEVlAfE FROM THE REQUIREMENTS OF THE APPLiGASL~S%WDARD 
a it is proposed to deviate from the proviskns of 21 CFR 1040.1 l(o) in that the accessible en&&n level wo~~kl exceed the 

accesstble em&Ion limits spec&d In 21 CFR 1040.1 l(c). 

q It is proposed to deviate from the provisions of 21 CFR 1040.1 l(c) as follows 

q Other or addltllnal advantages (dascrbe and exp/ain). 

variance and will 

b. B EflWs not specl%ally indicated in this variance appliitlon will not be performed. No other effects will be added until an amendment to the 
varianca hes been obtained and the required reporta or supplements, as applicable, have been submitted. 

c. q Scanning, projection, or tafWlon of laser and collateral radiation (L&&f show radiation) into audience or other accessible unmntrolled areas 
will not be permitted except for diffuse ref&tlons produced by the atmosphere, added atmospheric scattering media, and target screen5. 

d. a Laser radiation levels in excess of the limits of Class I will not be permltted at any point less than 3.0 meters above any surface upon which 
persons other than operators, performers, or employees are permltted to stand or 2.5 meters below or In lateral separation from any place 
where such persons are permItted to be. Operators, perfom~~, and employees will not ba required or aHow%l to view radll above the 
llmita of Class I or be exposed to radiion above the IlknIts spedfled In 21 CFR 1040.1 l(c). 

e. KJ Any p&uct which relies on scanning to meet access, exposure, or product class limlts wilt incorporate a soannlng safeguard system which 
directly sensea scanner motion and which will react fast enough to preclude exceedll the appllc&le llmlt;~ 

f. B All laser light shows shall be under the direct and penonal control of trained, competent operator(s). The operator(s) will: 
(1) Se an employee of the variance holder who will be responsible for the training and the conduct of the operator; 
(2) Se located where all beam paths can be directly observed at all times; and 
(3) lmmedlltely terminate the emlsslon of light show radlWon In the event of any unsafe condll; or, for outdoor shows, upon request 

by any air traffic control offlclals. 

g. q The maxlmum laser projector output power will not exceed the level required to obtain the intended effect% 

h. 8 The projectlon system (i.e., ff?e ptqiector andall other componants used to produce the li#?fing effBcts) will be securely mounted or 
immobil ized to prevent unintended movement or misalignment. Seam masking will ba provided as an inherent part of the system design to 
prevent overfilling of screens, beam stops, targets, etc. 

i. a Laser projectors will not be delivered to any other party under an agreement of sale, lease, or loan unless and until the recipient demonstrates 
that they have a variance in effect at the time of deli that pennits them to produce laser fight shows Incorporating such projector(s). 

j. B In addii to the requirements of 21 CFR 1040.10(h), the manufacturer of laser proje&&sy&rns will provide to part& who purohase, lease, 
or borrow the equipment, adequate users’ instrudions for safe installation and operationwfttch explatn the responsibility of the recipient as an 
independent liiht show manufacturer to submit the required reports and apply for and obtain a variance from CORH prior to introduction into 
commerce of any laser tight shows. 

k. a The requirements of 21 CFR 1002.30{a)(l) and (2) wtll be accomplished through the use of written procedures for setup, alignment, testing, 
and performance of each show. These prooedbres will be In sufficient detail to ensure axnpllance with 21 CFR 1040.10. the condltlons of this 
vartance, and the contml of access to radiation areas using the procedures descrtbed in the AN512136.1 standard for the safe use of lasers 
(Anmdoan N8tiond Sfandards Instifute, 1430 Brva&ay, New York, NY 10018) or any other equivalent user consensus standard and, where 
applicable, state or locat requksments. Laser radlatlon areas whii can contain radiation levels above the Kmlts spec@ed in 21 CR3 1040.1 l(c) 
will be dearty identifii by the posting of warning signs and/or restrlctlng access through physical means (such as pmssum switches, photo 
m//s, barfiifs, guards, efc.). These reqdrements apply to tampOf’aIy areas (suoh as dutin# set up and a/&?menf pmcadums) and to flnal or 
permanent areas. The variance hokler will retain the records of these procedures and the results of all tests as required by21 CFR 1002.31. A 
copy of the variance application, the approval letter, current procedures, and reaxds relating to each parttcular show will be wtth the operator 
or other responsible IndlvkJual and will be made available for inapectlon by FDA and other responsible authorities. 
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1. a Advance written nobficatlon witl be made as eady aa poaaible to appropriate federal, atste, and local authorities provkfing show itfnerary wfth 
dates and locations cfearty and complete& identtffed, and a baaii description of the pmpoaed etfeota including a statement of the maximum 
power output intended. Such not&e&~ will be mada, but not neceaaarlty be limited, to: 

(1) The Center for Devices and Radffogkral Health, Gffica of Compliance (HF.&W), 2696 Gaither Road, Rockvllle, MD 26666, providing the 
initial and ctosirtg datea &fixed installations and the itinerary for mobite shows. In addition, uniees all aspects of each show have been 
repated and accea&n numbers c&arty referenced, each nottce tilt include deWed descrfptfona of each show and a Bating of etl effecta to 
be pe&med in suffident detail to confirm compGence with the ragutattons and thll variance. 

(2) The Federal Avtatton AdminWation (FAA) for any pm+tiona into open ahapace at any ttme {Le., iflcfuding set up, a/ignmenf, rebeamaf$, 
pehtmences, efc.). If the FAA objecta to any taeer effecta, the object&a wlit be resolved and any con&i requested by FAA will be 
adhered to. If these condktona cannot be met, the obJectionable effecta witf be deleted from the show 

(3) State and local radiition control offkea@enciea for all ehowa to be performad withtn thefr Juriadicttons. Ait requtrementa of atate and tooal 
law will be aaftafted and any objecbona raised by locet authortties will be reaoived or the effeota deleted. (A fist of&&a/ andsfafe of&es is 
availabk 6wn the Cenfw for De&es and RadiokgW Hea/fh upon requesf.) 

14. REMARKS 

Thsnk you for your time in reviewing this spplicstion for variance. Please understwtci that safety will be at the upmost importance in any 
of our shows, as well as adhering to guldetinss set forth by governing sgencfss. Thank you again for your consideration. 

CERTWCATION 

I CERTlFf that all of the above tnformatlon and statemanta are tnre, complete, and correct to the best of my knowledge and acknowledge that 
my vertanca application may be denied or my vadance may be revoked if this applk&on is found to be false, mialeedtng or incorrect in any 
materiel way. t have submitted and will aubmlt ail reporta requtrad by 21 CFR t662.10 and 1662.11 on the faaer equipment and show(s). I 
further undentand that I may ba requlrad by regulatfon or by the Director, Center for Devlcea and Radlotogfcal Health, to supply such other 
information as may be necessary to evaluate and act on thfa application. 

16. NAME f7jpa or print) 17. TITLE 
Justin Wagner Owner 
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Public reporting burden for WJ coMe@ion of information is estimated to average .S hours pa respmse, in&ding the time 
for reviewing instructiaas, searching existing data sources, gathering and maintaining the da&i needed, and completing 
reviewing the c4Nection of information. Send comments regarding this burden estimate or my other aspect of this collection of 
information, including suggestions for reducing this burden to: 

Food and ihug Administration 
CDRH (HFZ-342) 
2094 Gaither Road 
Rockville, MD 20850 

An agency q not conduct or sponsor, and a person is not required to respond to, a collection of&z$orm&‘on wda~ it dis@ays 
a current& valid OMB control number. 
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